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The Honorable Bill Frist
United States Senate
Washington, D.C. 20510

Dear Senator Frist:

This is in response to your letter of July 23, 1998, co-signed
by serveral of your colleagues, concerning the Food and Drug
Administration’s (FDA) proposed rule implementing section 401
of the Food and Drug Administration Modernization Act of 1997.
We thank you for your comments to Docket No. 98N-0222 on the
Dissemination of Information on Unapproved/New Uses for
Marketed Drugs, Biologics, and Devices.

Your interest and comments are appreciated. Please be assured

that your comments will be considered in preparation of the
final rule. A similar letter has been sent to your co-signers.

Sincerely,

Diane E. Thompson
Associate Commissioner

for Legislative Affairs

bee: HFW-10
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HFW-14
HFA-305

R/D: LPalmer 7/30/98
Review: J. Dupont 8/2/98
Review: B.Shultz 8/26/98
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%Mttd ji?mmssmte
WASHINGTON, DC 20510

.iu]y 23, 1998

Dockets Management Branch (HFA-30S)
U.S. Food and Drug Administmtion
Department of Health and Human ScMces
Room 1-23
12420 Pzuklawn lXve
Rochille, MD 20857

Re: Docket No. 98N-0222, Dissemination of Information on
LJnapproved#New Uses for Marketed Drug, Biologics, and
Devices

har Sir/Madam:

As the authors and principal kgisktivc sponsors of Section 401 ‘of S. 830, the

Food zmd Drug Administration Modcmtition Act of 1997 (FDAMA), wc arc titing to express

our strong concerns regarding the Food and Drug Administration’s (FDA ‘s) proposed rule

“Dissemination of information on Unapproved/N~w Uses for Marketed Drugs, Bioiogics, and

Dcviccs,” published in the Federal Register on June 8, 1998. Despite the facKthat seccion 40I

was the subject of extensive and exhaustive negotiations. FDA’s proposed regulations appear M

beat oddi with the irmsnt of the provision by imposing cundlfions that will negate or severely

limit disscrninalkm of valuable health information tlvn was explicitly sanctioned under [hc

statute. ,As drafted, FDA*s proposed regulations am inconsisrenl wi~h (Xngrcssional inlcnl for

section 401.

in the preamble to the proposal, mA requests that interested parties pmvidc

concrete suggestions to address various issues containod in the proposal. This letter responds to

that rcquc% in doing so, we hope to work with the agency in order m ensure that the final

regulations are consistent with Congressional intent.
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As clearly set forth in tie legislative history, the intent of section 401 is to ensure

that health cam practitioners cii obtain important scientific information about uses thatare not

included in the approved labeling of d.mgs, bialogics and devices. AS the Confen=ncc Report on

FIIAMA SCKSfroth W-th regard to section 401:

The Confmcnce agreement’s inclusion of this section is intended to provide r.h
health mm practitioners can chtain impmtam scientific information about uses
that are not included in the approved labeling of drugs, biological products and
devices- The conferees also wish to encourage that these new uscs be included on
the product iabcl.

H.IL Rep. 105-399 at 99 (1997).

The following statements from hearings on this issue further support that position:

For me, me subject of today-s hearing is very clem Should tie Fcdera!
GuvLmmmnt stand as a roadblock in the ficc flow of responsible infmnmtion
to physicians about treatments which could mean the diffcrcnee between life
and death for many people with cancer and other dis-ses? i believe the
questions should be answered with a resounding“No.”

More Information for Better Patient Care: Hearing of the Senate Committee on Labur and

Human Resources, 104th Cong. 2 (1996) (Statement of Senator Mack).

A key question bcfurc us today is why the marmfaoturer of a potentially
valuable product is forbidden to share rha~ information with medical

providers, people in the medical profession. No one is talking about allowing
them to market those off-label uses or 10 advertise these uses, but what we are
taking ~bout is the facilitation of information flow within this controlled
fiamcwork of the medics! community.

More Information for Better Patient Care: Hearing of the Senate Committee on Labor and

Human Resources, 104th Cong.6(1996) (Statement of Senator Frist).
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As these statements indkaw, in devising a program for dissemination of off-label information, in

addition to facilitating the dissemination of medical L&orrnation, Congress also sough~ to

eneoma.gc, where appropriate, inclusion of such new uses orI Ihe product labels. ~us, section

401 of FDAMA strikes a -W balance betw=u providing access to peer retiewed journals and

reference publications (such as textbooks) bat desexibe studies on ‘“off-label” uses of approved

products, and tm.suring that research is undertaken to get such new uses on product labels. ILis

clear that the purpose ofsetion401 was limited to mandating greater dissemination of scientific

information; the section does not authorize increased product promotion.

The system that Congress envisione~ and which was the subject of exhaustive

commhation between FDA and Congressional staff, was onc which would incorporate scientific

and medical journals’ existing criteria for scientikally sound artiG1cs. We did not intend for

FDA to redefine tic critwia by which journals that meet the srmutory requirements for

dissemination judge the soundness of such articles.

Through its proposed regulations, FDA is attempting: (1) to severely limit the

types of tiormaticm about clinical investigations that maybe disseminated substantially beyond

what wc intended; (2) to cireumsribe the stamtory exemptions Iiom the requirement to file a

supplemental application; and (3) to devise an administrative process that titrates

Congressional intent that decisions be reached within sixty days on a company’s request 10

dksseminatc the information.

The public policy underlying section 401 was the subject of extensive

negotiations between FDA representatives and Congressional staff and was debated at lcngh hY

the Congress. Wc included so much detail in this seetion in order m ensure thatit maintained tk

baltmcc that is critical to the success of this provision. The proposed qtdations go beyond

Congressional intent. We cite several prime examples of this below.

XXPI .Nits a 8s:t’T z6/8z/Lo
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L In Contradiction of the Statute, FDA’s Proposed Regulations
Dramatically Limit the Types of C1inical Invcstigntions to Which
Scientific Articles Intended for Dissemination May Pertain

The law authorbs dissemination ef information on a new usc of an approved

product if the information is in the form of an unabridged:

reprint or copy of an ankle, peer-reviewed by experts qualified by
scientific training or experience to evaluate the =fcty or
effectiveness of the drug or device involved, which was published
in a scientific or mcdlcel journal . . . which is about a clinieal
investigation with respect to the drug or device, and which would
be considcmd to be scientifically sound by such expens.

~ 1 U-s-c. $ 36~aaa.1 (a)(l ). The ~tute also defin~ the term “s~icntific or medical jOI.UIId.”

Indeed, Cungress intcntiormlly Miicd the term “scientific or medical journal’” in the statute in

order to avoid

disseminated.

FDA defining the term or fwher limiting the information that cmild be

The statute defines a “scientific m medical jouxrud” as

a scientific or mcdhml publication (A) that is published by an organization (i)
that has an editorial board; (ii) that uti!izos experts, who halve demonstrated
expertise in tic subject of an article under review by the organization and
who am independent of the orgmization, to review and objectively selee~
re.jcct, or provide comments about proposed arricleq and (iii] that has a
puldicl y statedpolicy, to which the organ.intiou adheres, of fidl disclosures
of any conflict of interest or biases for all authom or contributors involved
with the journal or organhion; (B) vvhose articles are peer-reviewed and
published in accordance with tie regular peer-review procedures of lk
organiath; (C) that is genera[ly recognized to be of national scope and
reputation (’D) that is indexed in the lndcx Me&us of the National Library
of Medicine of the National Institutes of Health; and (E) that is not in the
form of a special supplement that has been funded in whole or in part by one
or more manufkelumrs.

Thus. Congress set forth two criteria that an article must meet in order to be disseminated: (1) il
must he about a clinical investigation
journal as defined in the statute.

and (2) it must be published in a scientific or medical

a 6s:tJT Z6/8Z/LO
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Tkspite the cicar ianguagc of tic statute, FDA has proposed regulations rhat would severel>”
restrict manu.thcturers’ ability ICIdisseminate scicnttieally important articles. This is done by
reticting dissemination to articles describing a nanow range of ciinical triais and by requiring
that the ardc!es include more infomtaticm about the trials than normally is cormdned in many
Peer-reviewed journal articles. For example, the statute identifies as an aniclc thatmay be
disseminated one”. . . which is about a clinical investigation with respect to the drug or
device. . . .“ 21 U.S.C- $ 360aaa-1 (a)(l ). It explicitly contemplates that if such an article is
published in a peer-reviewed journal and complies with the orher crittia of the law it may be
disseminated. Despire rhe clarity of the smtute, FDA severely limits the types ofarticlesthat
may be disseminated by defining “clinical investigation” as an invcstiga(ion in humans thatis

u omectivelv n~ nne to test a specific clinical hypothesis. Proposed21 C.F.R. ~ 99.3(b). Such
limitation usurps rhe rcdc of the peer-reviewers of the scientific or medical journal and was not
the i.mem of Congress.

VI)A’s proposed regulation also prcwidcs &al:

The determination of whether a clinical investigmion is considered to be
“scientifically sound” will rest on whetier the desi~ comiucL data, and
analysis of the investigation described or discussed in a rqrint or copy of
an ardclc or in a reference public&on reasonably support the conclusions
reached by the authors.

Proposed 21 C.F.R. $99. 10l(b)(l).

In the preamble to this proposed rule, FDA sets forth eight criteria for a

“scientifically sound” clinical investigation. 63 Fed. Reg. al 3114647. Thow eight criten~ if

applied by FDA, would place izwppropriate limitations on the types of journal articles that may

he disseminated. By defining what constitutes a scientifically, sound clinical investigation FDA,

in cswncc, is defining for each and every peer-reviewed jourmd the criteria their cxpens should

usc to evaluate and publish articles. Further. the proposed regulations would allow FDA to

substitute its judgment as to the scientific soundness of clinhl investigations for the judgment of

the peer reviewers as contemplated by the statute. It was no! our intent to assign to the agency

the role of independent reviewer of peer-reviewed scientific literature.

xxx .&As a 6S:~T z6/Oz/Lo
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The discussions never focused on the need fm the agency to define “clinical investigation;”

rather, they focused cm standards for qualified medi&J journals, which were incorporated into k

statute. Thus, to the extenl FDA’s proposed regulations and accompanying preamble language

impose speeifk requirements as to the wc of investigations that must be described in pcer-

reviewed j ournzds in order to be eligible for dissemination under section 401, the agency is

circumventing Congress’ deoision to rely on tic judgment of independent medieal experts

employed as part of the peer-review process of appropriate scientific or medbl journals.

In sum, Congress determined that a copy of an article “about a clinical

illve~gation” published in rLscientific or medical journal was acceptable for dissemination.

consistent with compliance with the other provisions ufscotion401. Accord@y, if an artic.lc

about a clinical investigation published in a scientific or mcdieal journal a!so met the

requirements of the statute with regard to submissions to FDA regarding tine conduct of clinical

invesrigatiom or exemptions therefrom, and compliance with labeling requirements, including

required disclosures and other infomoation required by FDA, under the statute that article is

acceptable for dissemination. Congress did not intend that FDA heearnc the arbiter of what the

publiearion criteria shouid be for every peer-reviewed journal. The eight criteria prescribed by

FDA thal an article must meet in order to bc eligible for dissemination have no place in the

implementation of the statute and should be dele~ as should FDA’s definition of %eientifically

soumi” As long as the article andthe manufacturer olhcwke comply with the law, the

regulation and accompanying preamble should bc revised to make clear fiat the two sta[umry

criteria, described above, are the only bases upon which an article may be dkscminated.
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IL FDA’s Proposed Regulations Effectively Prohibit the Dissemination of
Reference Publications

The agency also tiIls to consider Ccmgressiond intent with regard to refereqcc

publications. The law”requires FDA to permit the distribution of reference publications,

including rcfercncc texts, that mem rhc requirements of tie statute. 21 U.S.C. $ 360aaa-l(b).

Like scientific or medical articles, truthful, nmunislcading reference texts are eligible for

dissemination under the statute if theymcet two criteria. FirsL r.hcy mu.t include information

about a clinical trial. SemnL they must meet the statutwy definitkm of a refcrcne.e publication.

A reference publication is carefully defined as a publication which: (1) has not been written,

edited, exccrpte& or published for or at the request of tie mantiacturff, (2) has nol been edited

or significantly influenced by the manufacturer; (3) has not been solciy ciis(ributcd through such

a manufacturer; and (4) dots not focus on any particular drug or dcvicc of the ~tssemina~ing

manufacturer, ljL

The agency fails to recognk the intent of Congres.S by “proposing regulations that

include a deftition of “clinical investigatiofl” tha~ by be agency’s own admission, few, if any,

reference texts can meet, thereby effectively prohibiting the distribution of reference

publications.

FDA’s discussion of the issue in the preamble impIies that it is Congress” statute,

not tic agency’s regulations, that effitively prohibit the dissemination of reference texts. FDA

states tha! “@lcoause the stitu.te requires the information being dsscrninatcd m be about a

clkical invcstigatioq it seems unlikely that many reference publications will meet the

requirements for dissemination under this provision.” 63 Fed. Reg. at311 46. n~e ~a~c is

clew: FDA must allow the dissemination of reference texts that meet the requirements of the

statute. lt is tht agency’s proposed resrricrions on what institutes a “clirtiezd investigation” tit

would prevent dissemination of refcrencc materials.

X3VR ‘N3s a 00:ST i?6/SZ/LO
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FDA should revise the regulation to track the stamte. As with artichzs in scientific or

medical jwrna.ls discussed above, FDA should revi~ the regulations lo make clear that the

sratwory cniteria control and should eliminate t.hc additional criteria on clinical investigations

dkcu.sscd above. Moreover, if the agency fails to issue regulations that permit the dissemination

of rckrcncc texts, the law makes it clear that section 401 will become effective November 21,’

1998.21 U.S.C. 5360aaa-6(d).
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111. FDA Proposes to Unnecessarily Limit the Excmpiions From Filing a
Supplement

‘Congress balanced the disscrninatian of appropriate off-label information with a

system that emurcs that new uscs described in such artick% arc properly studied and become

approved. Congress di~ however, tmxgniz.e that time were sevcmi circumstances where it

would bc unnecessary or unwise to ftircc a company to seek approval of these new uses.

Therefore, Congress established two bases on which a company maybe exempted km the

statutory obligation to seek supplemented approval: (1) where i[ would be econmnicdiy

prohibitive for the manufacturer to incur tbc costs necessary for such a submission, taking into

account the lack of any exclusive marketing rights and rhc size of the population expecmd to

benefit from approval of the supplcmentrd application: or (2) whcm it would bc unethical to

conduct the stuciies necessary for the supplemental applicatio~ taking into account whether the

new use is the sxandard of mcdieni care. 21 U.S.C. ~ 36baa-3(d).

A. FDA’s Criteria for Ikonomicaiiy Prohibitive

Supplements is Inconsistent with FDAMA

FDAMA authorizes FDA to waive the requirement for submission of a

supplemental application orI an off-label use upon a determination tlm it wouid be

“economieail y prohlbitivc” to conduct the studies neecssary m support the supplement. The

criteria set forth in FDA’s proposed regulations and accompanying preamble language for

meeting this exemption are fhr more exacting than those contained in the stalule. For example,

FDA has proposed that to quaiify for such exemption lhe manufacturer must demonstrate that the

cost of studies needed to support the submission of a supplemental appli~tion will exceed the

total revenue from L7[1 ‘ -‘“ -‘- 3---- ‘–’--”- “-”----’ --- :. .-4 -61-” ~ -s —=~-~-~ ----

Prupcrscd 21 C.F.R. ~

sates or me proauc~ (rnmus cxpcnscs~ ‘- nut JUN sutd IOr UIC OTT-laDClWC.

99.205(b)( 1)(ii).
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That was no! our intent. Requiring that estimates of economic benefit to the manufacmcr be

equal to the prevalence of all diseases or conditions that tie drug will be used to meat is at odds

with the intent of rhc prevision -- which was to aut.lwrizc a wniver based on the economics of tie

new use.

The intent of the “economically prohihitivc” exemption is dcmonsratcd by

examination of the srarmory provisions UJcmselvcs. The lwo statutory considerations that the

Secretary “shall consider” in determining whether studies would be economical] y prohibitive arc

(a) the lack of exclusive marketing rights with respecf m fhe new use and (b) the size of the

population expecti to benefitj?nm approval of the supplemental application. 21 U.S.C.

$ 3Nhaa-4(d)(2)(A) (emphasis added).

B. FDA’s Criteria for Exemption from Supplement Requirement Based on

Ethical Issu=q is Inccmsistent with FDAMA

FDA did not adhere to Congressional btent with respect to the second exemption

from the requirement thal the manufacturer tile a supplements! appli@icm. Congress provided

that a manufacturer shouid not be requirccl to file a supplement where it would be unethical to do

so. When a patient would be denied access to a dxxapy known or believed to be effcmive m

where the patient would bc denied the standard of medical care by taking part in ~ clinical trial,

the manufacturer should not be required TOconduct such trials in support of a supplemental

application. Instead of adhering to Congressional inkn~ however, the ~A indicates TMI

exemptions should be granted only “rardy”.

In setting forth the titcria for when it would be “’unethical to conduct studlcs

necessary for the supplernenti application”, the statute states

In making such dctcrminztlion the Secretary shall consider (in addition to any
other considerations the SCCretary finds appropriate) whether [he new usc
invol~ is the standard of m~ied care for a health condition.

TTo@J JKWMi“NEIS a To:!4T Z6/8Z/LO
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21 U.S.C. $ 360aaa-3(d)(2)(T3). The Conference Report expounds on this notion:

In making the determination of whether to grant an exemption pursuant to
subsection (d)(2), the Secretary may ~midcr, wong o~er factors, whe~er: tie
new use meets the rquircmcnts of section 1M(I)(2)(B) of the Social SCcurity Act;
a medical specialty society that is represented in or recognized by the Council of
Medical Specialty Societies (or is a subspecialty of such society) m is recognized
by the &ncrica.n Osteopathic Association, has found that the new use is ccmsistcnt
with sound medical practice; the new use is described in a recommendation or
mcdic+d practice guideline of a Federal health agency, including the Nationt]
Institutes of H- rhc Agency for Health Care Policy Rcsm& and the Centers
for Disease Control and Prevention of the Department of Health snd Human
Services; the new use is described in onc of three compendia: The U.S.
Phzmnacopocia-Drug Information, the American Medical Association Drug
Evaluation, or the Americ.nn Hospital Association Forrnulary Sewice Drug
Information; the ncw use involves a combination of produc~ of more dian one
sponsor of a new drug application, a biological license application, a device
premarkct notification, or a dcviee prcnmrke[ npproval application; m rhc patent
status cif the producl.

H. Il. Rep. 105-399 at 100.

FDXS proposed regulations set forth at 21 C.F.R. ~ 99.205@)(2)(ii) would limit

application of this exemption to ord y those sirmtirms when “withholding the drug in the course

of conducting a controlled clinical study would jmse cm unreasonable risk o~hurm to human

subjects.” 63 Fed. Reg. at 31149 (emphasis added). F13A goes on to say that an unreasonable

risk of harm ordinarily would arise only in situations in which the intended use of the drug

appears to affect “morwJity or irreversible morbidity”. ~ To Iimit this exemption in the manner

proposed is inconsistent with the statutory language that the Secretary consider whether the ncw

use is the standard of oare,l

‘ The proposed regulation ST.MCSthat, “the mamdkturcr may provide evidence showing that
the new use is broadly accepted as current standard mcdicd ueatrnem or therapy. The
manufa@ucr shall also address the possibility of conducting studies in different populations m
of modified design (e.g., adding the nr.w therapy to existing treatments or using tan altcma~ivc
dose if monothcrapy studies could nor be accepted),” Proposed 21 C. F-R- $ 99.205 (b)(2)(ii).

ltNl! “N3s a TO:gT z6/8z/Lo
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Proposed 21 C.F.R. $ 99.205 (b)(2)(ii) should be revised in several ways in order

to reflect Congressional intcn~ First FDA should delete from the final regulation the limitation

tit only those sruclies in which the intended usc or the drug appears to afTect morta-liry or

morbkiity may bc considered unethical. Secon& FDA should include in the final regulation the

language horn the Conference Rcporc quoted above which identifies when a new usc may bc

considered a standard af medical care. Importantly, the regulation also should make clear that if

anew use constitutes cumenl standard medical care, it M be considered unethical tn require a

study on such usc and, thus, an exemption M be granted.

cTol13J XWll “NSIS Q zo:siT z6/8z/Lo



I’v- FDA’s Proposed Regulations Attempt to Llnderminc the Statutoty
Requirement That FDA Respond to Submissions W~thin Sixty Days

The statute pmvidcs that when a manufacturer files a submission with FDA

seeking to disseminate information, FDA must determine whether or not the submission meets

the snatutory criteria withip sixtv ~. 21 U.S.C. $3 360saa(b), 360aaa-3(Ii)(3). It is irrelevant

to Congress how the agency breaks down its review time in the intervening sixw days, but at dle

end of sixty days, FDA must dcmrrine ticther complete submissions may be disseminated.

1. Hciwevcr, FDA’s regulations pmposc that within sixty days of receiving a

wbmissio% the agencymay detcrrninc whether it is approved, denied m the agcncv needs

mom info-. Proposed 21 c.F.R. $ 99.301(a). While itis appropriate for the

agency to determine \hat it can ord y rniic such determinations on compleKc submissions,

the agency kils to provide any time frames for obtaining additional information and

responding to the manufacrurcr. As a result, the agency could request additional

itiormaticm on day 59, receive such information promptly, and then not respond to the

submission for an undefined period of time. My regulations promulga~ed by the agency

shouid set Spcciflc time frames establishing how long the agency has to respond to a

submission of additional intonation within the Congressiomdly-mandared sixty day

period.

We also arc concerned that proposed 2 I C.F.R. $ 99.205 [d) states that the sixty

day period begins when FDA receives a “complete submission” without fixther discussion of

how long FDA may take to dctermirw whether a submission is complete. The regulation should

be revised 10 reflect our intent that any judgment as to completeness, as well as the decision to

allow or disallow dkseminatio~ should occur Within sixty days. In an analogous situatiorq in its

Prescription Drug User Fee Pefiormance and Management GoaIs FDA sets 6 and 12 month time

hrnes fnr approving applications or supplements thereto. Wi~hin those time francs, FDA

makes judgment as to whether the application is acceptable for filing. The sanw process should

occur here withh the sixty clay time frame.
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To allow FDA an indcterrninatc amount of time before the sixty clay ~ime frame begins is nul

what Congress intended. “Ile regulations should be explicit that the judgment as to the

completeness of the submission shall occur within ths mwall sixty day time hne.

Lastly, the proposed regulations state that when a manufacturer submi~~a

certification that it intends to conduct studies and submit a supplement within 36 months, We

protocols must be submirrcd pu~uant to an IFID’. Prrqmsed 21 C.F.R. $ 99.201 (a)(ii)(4). Then,

accmding to the preamble, “[t]he prolocds will be reviewed as an original ~ or llX m an

amendment to an existing IMD or IDE.” 63 Fed. Reg.at31148. Under boti the l?4D

rcgukdions,21 C.F.R. part 312, and the IDE rqy!ations, 21 C.F,R Wit 812, FDA has thirty days

to object to ~he initiation of the promco!. Under this proposed regulation, FDA has sixty days

frctm the reeeipt of a eontplcte submission ta dcciclc whether to allow (hc dissemination of the

information. Proposed 21 C.F.IL $99.201 (c!). It was not tie intent of Congress that the sixty

day time tie for a decision regarding dissemination be delayed as a result on ongoing TND

negotiations. Therefore, the regulation should be clarified to state that nolhing in this reguhilicm

is intended to lengthen the thirty day review period under the IFID and IDE regulations cited

above.
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v. Conclusion

& drafk~, l“LIA’s proposed disseminatifin regulation dots not reflect

Congressional in~nt. Wc aceep~ in good faith, FDA’s request that interested parties ofler

concrelti changes ro the proposal as published. We, in good f%i[h,have responded IU[iwt offer

with a number of concrete revisions to the regulation. While it is not our intention to advise

FDA m to the precise approach its implementing regula~ions for section401 of FDAMA should

take, we arc concerned with many aspects of the proposed regulations.

The purpose of Section401 was to ensure the free-flow of objeccivc scientific

information to health care practitioners about new uses of FDA-approved products under specific

circumsranccs. As drafted, the FDA regulations titrate the objecrive of this provision. in

addition, this is a tirne-limiwd program scheduled to sunset in 2006, or seven years after

implementation. The provision also includes a requirement that a study bc conducted to examine

the scientific issues raised. Therefore, to assure a thorough cxamimuion of the issues raised by

the cnactrnent of these provisions, we believe it is impormnr [hat Congressional intent be

followed.
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We strongly urge the agency to revisit the issues we have raised and to ensure tha~

its final regulation arc consis[cnt with the statute and legisltitive histov of this provision.

Sincerely,

Connie Mack
United Slales Senate

‘\4J’’?A-
Ron Wyden ‘-–
United States SenateW

cc: Michael A. Friedman, M,lI.

Led Deputy Commissioner
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Bill FrisI
&;& .
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Christopher J. Dodd
United States Senate

Barbara Boxer

United States Senate
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